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21 CFR Ch. I (4–1–11 Edition) § 184.1911 

this section do not exist or have been 
waived. 

[54 FR 7404, Feb. 21, 1989; 54 FR 10482, Mar. 13, 
1989] 

§ 184.1911 Triethyl citrate. 

(a) Triethyl citrate (C12H20O7, CAS 
Reg. No. 77–93–0) is the triethyl ester of 
citric acid. It is prepared by esterifying 
citric acid with ethyl alcohol and oc-
curs as an odorless, practically color-
less, oily liquid. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d ed. (1981), p. 339, which is incor-
porated by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies are available from the National 
Academy Press, 2101 Constitution Ave. 
NW., Washington, DC 20418, and the 
Center for Food Safety and Applied Nu-
trition (HFS–200), 5100 Paint Branch 
Pkwy., College Park, MD 20740, or may 
be examined at the National Archives 
and Records Administration (NARA). 
For information on the availability of 
this material at NARA, call 202–741– 
6030, or go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct 
human food ingredient is based upon 
the following current good manufac-
turing practice conditions of use: 

(1) The ingredient is used as a fla-
voring agent as defined in § 170.3(o)(12) 
of this chapter; a solvent and vehicle as 
defined in § 170.3(o)(27) of this chapter; 
and a surface-active agent as defined in 
§ 170.3(o)(29) of this chapter. 

(2) The ingredient is used in foods at 
levels not to exceed current good man-
ufacturing practice. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section, or different from those set 
forth in part 181 of this chapter, do not 
exist or have been waived. 

[59 FR 63897, Dec. 12, 1994] 

§ 184.1914 Trypsin. 
(a) Trypsin (CAS Reg. No. 9002–07–7) 

is an enzyme preparation obtained 
from purified extracts of porcine or bo-
vine pancreas. It is a white to tan 
amorphous powder. Its characterizing 
enzyme activity is that of a peptide hy-
drolase (EC 3.4.21.4). 

(b) The ingredient meets the general 
requirements and additional require-
ments for enzyme preparations in the 
Food Chemicals Codex, 3d ed. (1981), p. 
110, which is incorporated by reference 
in accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. Copies are available from 
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC 
20418, or may be examined at the Office 
of Premarket Approval (HFS–200), Food 
and Drug Administration, 5100 Paint 
Branch Pkwy., College Park, MD 20740, 
and at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as GRAS as a di-
rect food ingredient is based upon the 
following current good manufacturing 
practice conditions of use: 

(1) The ingredient is used as an en-
zyme as defined in § 170.3(o)(9) of this 
chapter to hydrolyze proteins or 
polypeptides. 

(2) The ingredient is used in food at 
levels not to exceed current good man-
ufacturing practice. 

[60 FR 32911, June 26, 1995] 

§ 184.1923 Urea. 
(a) Urea (CO(NH2)2, CAS Reg. No. 57– 

13–6) is the diamide of carbonic acid 
and is also known as carbamide. It is a 
white, odorless solid and is commonly 
produced from CO2 by ammonolysis or 
from cyanamide by hydrolysis. 

(b) The ingredient must be of a pu-
rity suitable for its intended use. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
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